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Transfusion-Related Adverse Events
Scope of the Problem

* 1 million per year?

- Deaths or serious disability associated with
a hemolytic reaction due to the
administration of ABO-incompatible blood or
blood product?

e 5 million if near misses included

IKohn LT et al, eds. To err is human: building a safer health system. 2000.

2National Quality Forum. Serious reportable events in patient safety: a
National Quality Forum consensus report. 2002.



Healthcare-Associated Infections
Scope of the Problem

e 2 million hospital-associated infections
e 8 million hospital days
e 80,000 deaths

e > % 4.5 hillion

Source: MMWR, Oct 23, 1992, Vol 41, No 42; p783.



DHQP Healthcare Surveillance

Designed to help infection control, dialysis, and
occupational health programs promote patient and
healthcare personnel safety by providing tools to:

— ldentify problems that need to be addressed
— Monitor the success of interventions
— Trend data over time

— Determine which events to target for greatest efficiency and
Impact



How?

Provide standardized protocols and
definitions

ldentify and monitor risk factors for adverse
events/exposures

Feedback risk-adjusted aggregated rates for
comparison

Provide access to prevention guidelines and
other prevention tools



DHQP Survelllance Systems

e NNIS: National Nosocomial Infections
Surveillance System

« DSN: Dialysis Surveillance Network

 NaSH: National Survelllance System for
Healthcare Workers



Current Surveillance Systems

NNIS

Nosocomial
(hospital-
associated)
Infections In
critical care and
surgical patients

1970-2004

DSN NaSH

Bloodstream and Exposure to
vascular access bloodborne

Infections In pathogens; TB
dialysis skin testing and
outpatients exposure,

Vaccine history
and receipt and
adverse events

1999-2005 1996-present



What Is NHSN?

Integration of 3 DHQP

patient and healthcare personnel
survelllance systems

NNIS
NaSH>NHSN
DSN



NHSN Components

« Patient Safety Component
— Modules based on NNIS and DSN systems

— Focused on events associated with the use of
devices, procedures, and medications

 Healthcare Personnel Safety Component
— Modules based on NaSH system

— Focused on exposures, investigations, and
Interventions



Healthcare

Patient Safety Personnel Safety
 Device-Associated « EXposures:
— Bloodstream infection — Bloodborne pathogens
— Urinary tract infection — Vaccine-preventable
— Pneumonia diseases (VPD)
— Dialysis incident e |nvestigations:
* Procedure-Associated — Tuberculosis
— Surgical site infection - VPD
— Post-procedure e Interventions:
pneumonia — Lab testing
« Medication-Associated — Post-exposure
— Antimicrobial use and prophylaxis

resistance — Vaccinations



NHSN Premises

e Share data in a timely manner while
maintaining data security, integrity, and
confidentiality
— Between user and public health agencies
— Between users (e.g., multi-hospital system)



NHSN Premises

 Minimize user burden
— Streamline data reporting protocols

— Increase capacity for including data from existing
electronic sources (e.g., Laboratory, pharmacy,
clinical, administrative)

* Allow all healthcare delivery entities to
participate



Survelllance of Transfusion-
Related Adverse Events

o Use/extend an existing system
— AERS/MedWatch
— BPD
— Fatalities
— MERS-TM

— Add to NHSN under Procedure-associated Event
Module



L
The FDA Safety Information and
Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient Identifier Age at Time

of Event:

In confidenc: of Birth:

B. ADVERSE EVENT OR PRODUCT PROBLEM

£. Deseribe Event or Problem

For VOLUNTARY reporting of

rse events and product problems

Page of

C. SUSPECT MEDICATION(S)

D. SUSPECT MEDICAL DEVICE

e ;.‘EI'
FDA USE ONLY

duration)

5. Event Abated After Use
Stopped or Dose Redu




Department of Health and Human Services

Food and Drug Administration

Biological Product

Deviation
* Indicates Required Information
Al
1

Facility Information
Reporting Establishment Information:

* Reporting Establishment Name:

2. * Reporting Establishment Identification Number:
FDA Registration #: CLIA #:

3. If the BPD occurred somewhere other than the above

facility, please complete this Section and Section A4, otherwise
continue onto Section B1.

* Establishment Name:
Street Address Line 1:

Street Address Line 2:

4. Establishment Identification Number:

FDA Registration #:

Form FDA 3486
(3/01)

Form Approved:
OMB No: 0910-0458

Expires: 2/29/2004 statement on the approved collection instrument.

An agency may not initiate a collection activity without first obtaining OMB approval. The approved collection instrument
should display a current and valid OMB control number, expiration date, public protection provision, and a burden

FDA Use Only

Date Received:

BPD ID:

Report

B. Biological Product Deviation (BPD) Information

1. Establishment Tracking

2. Date BPD Occurre
3. * Date BPD Discovered
4. * Date BPD Reported

5. * Description of BPD (use Page 2 for additional space):

6. * Description of Contributing Factors or Root Cause (use Page 3
for additional space):

7. * Follow-Up (use Page 4 for additional space):

8. * Please Enter the
6 character BPD Code:

C. Unit/Product Information
Blood El (Continued on Page 5)

Non-Blood D (Continued on Page 6)

Please check the type
of product:

Page 1 of 7




Biological Product Deviation Report

C1. Blood Products/Components

Total Number of Units:
** RN = Reverse Notification

Collection Date Expiration Date Product Code isposition Notification
(MM/DD/YYYY) (MM/DD/YYYY) (Y, N, RN*¥)

*
*

Form FDA 3486
(3/01) Page 5 of 7




’a CBER - Notification Process for Transfusion Related Fatalities and Donation Related Deaths -
File  Edit

FDA  US.Food and Drug Administration 4 i
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

FDA Horme Padge | CBER A-Z | al Co CHER | CBER Hate Pade

Blood | Vaccines | Cellular/Gene Therapy | Tissue | Devices

Products | Industry | Healthcare | Reading Room | Meetings | What's New

Notification Process for Transfusion Related Fatalities
and Donation Related Deaths

3018276220
fatalities2@cber.fda.gov

3018275748

il start

@G0 | Links 7|




M[ RS {b MERS-TM Event Discovery Report (worksheet)
Transfusion Service
Instructions: Use this worksheet to collect event discovery/occurrence informarion, and then enter 1t into the online database.
Section A - Discovery Information

1. Report date: 2. Discovery date: 3. Day of discovery:

mo./ day/ year mo./ day/ year O Weekday O Weekend/Holiday
4. Discovery time: O12-4 AM  ad4-8AM o08-12Noon o124 PM  o04-8 PM 0 8-12 Mid.

5.Discoverer’s job description:  OClerk  OHouse staf OMD/DO OMLT  aOMT  ARN  OLVN/LPN  dOther

O Supervisor O QA/QC Discoversr’s name:
6. Where 1 the mstitution was the event discovered?

dTrans. Serv. JO0OR GOER OJICU  OL&D  3Clinic  OHosp. Ward 3 Other Location Code

7. Describe briefly the event you discovered.




O Additional testing 3Ft. sample recollected 3 Other

Section B — Occurrence Information

1. Date the imitial antecedent event occurred: 2. Tume 1mnial antecedent occurred: 3. Day mitial antecedent occurred:

mo./ day/ vear J124AM  0O4-8AM 0812 Noon OWeekday o Weekend/Holiday
J124PM 3J4-8PM 0812 Mid.

4. Person mvolved: oOClerk OHouse staff dMD/DO JMLT OMTIOIRN OJLVN/APN OOther o Supervisor O QA/QC

Person involved:

5. Where 1n the process did the mnitial antecedent (occurrence) event first occur?
3 Product Check-In O Patient/Product Request O Order Entry 3 Sample Collection 3 Sample Handling
0 Sample Testing O Product Storage 3 Product Selection O Product Manipulation 3 Available for Issue

O Product Issue 3 Product Administration 3 Miscellaneous

6. Where 1 the mstitution did the initial antecedent (occurrence) event occur?

OTrans. Serv. OCR  OER  OICU JL&D  aClinic  OHosp. Ward 3 0Other Location Code

7. Product Issuaed? OYes oMo 8. Product Admimistered? oOYes OMNo

Report Accession Number Sub-site code (1f applicable)

Version 1.1 MEERS-TM Event Discovery Report (Worksheet)




NHSN Patient Safety Component

e Procedure-Associated Module

— Transfusion-related adverse event

 Numerator data = Patient data, transfusion reaction
data (e.g., iIncompatibility; under transfusion; TRALI),
risk factors

e Denominator data = Relevant information on each
blood product transfusion (type of product, origin,
dates, etc.)



‘3 NHSN 0.26 NHSN Event - Microsoft Internet Explorer

Fie Edit “Wiew Favorites Tools Help

EBack + = + @) (2] f}ﬂ L Search GFavorites  “fMedia &ﬂ
Address |4£| http: ffacid-nhsn-app2: 700 1/nhsn/eventaction.do

~| @so ks > W~
Department of Health and Human Services

Centers for Disease Control and Prevention

MNHSMN - Mational Healthcare Safety MNetwork
Lagged into NHSMTEST (1D 10000) a5 NHSNTEST

Facility: MHSHNTEST (ID 10000} is following PS component

Add Event

Mandatory fields marked with *

Fields required for record completion marked with **

Erint PDOF
Patient Information

Facilit
“Incomplete ID”}:{ NHSNTEST {ID 1UUUU}j Event #:; 226
“Find Patient

- Denominator Data ID* Find | Find Events for Patient
v Procedure .
— Social

Securityl

Secondary
. D
o T ek Last First
- G Marne:

Marme:
~add Middlel
~Fi Marme:

- Survey Date Dfli
. T
---A_dd Gender I VI Birth* .
Manage Users .
“add Event Information
Event

Type*: TRALI - TRANSFUSION REACTION ACUTE LUNG INJURY VI

Date Dfli e
Event®:
-

nrocedure:

il

f_l_l_@ Local intranet
Eiiiﬁstartm @ & FE H cOn...| o] vicr... | [ vicr... | EACB...| MFW:...| E_"]NHS...| P ado... ||@NH... GBB  24sem




‘3 NHSN 0.26 NHSN Event - Microsoft Internet Explorer
Fie Edit “Wiew Favorites Tools Help

GBack v = ¥ (@ &} | Qsearch GdFavorites @Media | B~ S W ~ [ 4
Address &) http: ffacid-nhsn-app2: 700 1/nhsn/eventaction.do ﬂ ?E0

M u .
é::f; === Event Information

“Find Event

i} - Date of o]
racn Toper: | TRALI - TRANSFUSION REACTION ACUTE LUNG INJURY -] |

Ewvent*:
“Facility Information Post- I I
- -
“Locations procedure: Y- Yes

S S — NHSN
- Custom Dptions

TRNSF—TRANSFUSlON ‘I
- Export Data

Code™:

. ICD-9-CM
oo Mominake
; Code:
e Join

“Confer Rights pm;zz’:f I Link to Procedure
" Leave :

Analysis Locatian: I ﬂ o
~-Genarate Datasets ' Location:
“Output Options Date

e Admitted I

to Facility:

Group

| Event is not Linked

Risk Factors

Event Details
F‘athDgEﬂS Identified: IY - YES vI If Yas, SPEC”::," below -=

Pathogens

Pathogen 1. |ACBA - Acinetohactar baumarnif

Drug

j *9 drugs requirad
Result

| El

‘I T 1 I _'ILI
@'] Cione ’_ l_ l_ @‘g‘ Local intranet
Eiiiﬁstartm @ & FE H cOn...| o] vicr... | [ vicr... | EACB...| MFW:...' @NHS...' P ado... ||@NH... G 2a7em




‘3 MNHSN 0.26 NHSN Procedure - Microsoft Internet Explorer
Fie Edit “Wiew Favorites Tools Help

GBack v = ¥ (@ &} | Qsearch GdFavorites @Media | B~ S W ~ [ 4
Address |4£| http: ffacid-nhsn-app2: 700 1/nhsn/feventaction_proc.do

ﬂ 6o |Links 2|84 -
[« |

Department of Health and Human Services

Centers for Disease Control and Prevention

MHSMN - Mational Healthcare Safety Networlk Contact us
NHSN Home Lagged into NHSMTEST (ID 10000) a5 NHSNTEST

Facility: MHSKTEST {ID 10000) is following PS component
“My Info
“Plan

Add Procedure
e I |

~-Find Mandatory fields marked with *
~Patient

ot Fields required for record completion marked with ** Print PDF Earm
—Find : :
- Patient Information

e Facility I0*: [NHSNTEST (ID 10000) ~|
-—

Patient ID*: | Find | Find Procedures for Patient
" “Denominator Data
“oProcedure

i ity #: :
add Social Security I Secondary ID I

Procedure #; 225

Last Mame

First Marne: I

]
Middle Mame: I

Gender™: I vl Date of Birth*: I L

Procedure Information

- Manage Users MHSM Procedure

Coda*: TRNSF - TRANSFUSION
i IC0-9-CM Code; E
~Facility

Facility Information ~ Procedure Date*: | Link to Event

Locations

"'""""Surgeuns LI

&Ej Cone f_l_l_@ Local intranet
Startl“ H @ B & H cOn...l ] vicr.. | [ micr... | EACB...l MFW:...l E_"]NHS...l Fado... ||@NH G 8

| Procedure is not Linked

243 FM




‘3 MNHSN 0.26 NHSN Procedure - Microsoft Internet Explorer
Fie Edit “Wiew Favorites Tools Help

GBack v = ¥ (@ &} | Qsearch GdFavorites @Media | B~ S W ~ [ 4
Address Ig"l http: ffacid-nhsn-app2: 700 1/nhsn/feventaction_proc.do

Procedure Date™: I Link to Event |Procedure is not Linked

Procedure Details

Outpatient: I 'I Duration {Hrs: Minsi*: I : I
o Mominate
T Wound Class™: I ﬂ General Anesthesia*: I 'l
e

""'"'"'"tunfer Rights
e Leave A5A Class®: I

~Analysis
N Emergency: I "I Trauma™: I "I Endoscope™:
= Oukput Dptions ) )
ey Surgeon Code™: I j Multiple Procedures; I 'I

CGustom Fields

El

TRAMSFUSH TYPE:

Comments

@ Cione ’_ l_ l_ @‘g‘ Local intranet
Startl“ @ B BE H cOn...| o] vicr... | [ vicr... | EACB...| MFW:...| @NHS...' P ado... ||@NH... G 244pm




Issues to Consider

* Are the data readily available?
— Data sources (numerator/denominator)

— Data co
e Which ac

lectors
verse events?

— Sentine

or common

e \WWhat patient population(s)?
— All or sample



Issues to Consider

Confidentiality needed?
Voluntary or mandatory reporting?

Link to other systems?
— Data sharing agreements
— Database management
— Analysis

Resources
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